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DETAILED ACTION 



Election/Restrictions 
Restriction to one of the following inventions is required under 35 U.S.C 121: 

I. Claims 1-16, drawn to a method of detecting the presence or absence of invasive 
trophoblast cells in a biological sample and diagnosing quiescent gestational 
trophoblastic disease in a biological sample by determining the percentage of 
hCG that is IT A, classified in class 435, subclass 4. 

II. Claim 17, drawn to a method of detecting the presence or absence of invasive 
trophoblast cells in a biological sample by measuring the amount of ITA, 
classified in class 435, subclass 4. 

III. Claims 1 8-22, drawn to a method of monitoring progression of quiescent 
gestational trophoblastic disease by determining the percentage of hCG that is 
ITA, classified in class 435, subclass 4. 

IV. Claims 23-3 1 , drawn to detecting the presence or absence of a germ cell tumor in 
a biological sample by determining the percentage of hCG that is ITA, classified 
in class 435, subclass 4. 

V. Claims 32-36, drawn to a method of detecting the presence or absence of a germ 
cell tumor in a biological sample by measuring the amount of ITA, classified in 
class 435, subclass 4. 
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VI. Claims 37-45, drawn to monitoring the progression of a germ cell tumor in a 

biological sample by determining the percentage of hCG that is ITA, class 435, 
subclass 4. 

The inventions are distinct, each from the other because of the following reasons: 

The inventions of Groups I, II, III, IV, V, and VI are materially distinct methods, which 
differ at least in objectives, method steps, reagents and/or dosages and/or schedules used, 
response variables, and criteria for success. In the instant case, Groups I-VI involve different 
steps and different objectives. For example, Group I involves the steps of determining the 
presence or absence of invasive trophoblastic cells and diagnosing quiescent gestational 
trophoblastic disease by measuring the levels of hCG and ITA and determining the percentage of 
hCG that is ITA. However, Group II is distinct in that it employs a different method that only 
entails the measurement of ITA in a biological sample. Additionally, the simple determination of 
the presence or absence of cells in a sample is substantially different from diagnosing a disease 
state. Diagnosis implies the involvement of a skilled practitioner such as a physician where 
detection need only involve technical staff The method of Group HI is distinct in that it is 
directed to a method of monitoring the progression of quiescent gestational trophoblastic disease, 
which involves the steps of monitoring the percentage of hCG that is ITA in biological samples 
at different time points. 

The inventions of Groups I, n, and III are distinct from the inventions of Groups IV, V, 
and VI in that Groups I-III are directed to gestational trophoblastic disease while Groups IV- VI 
are directed to germ cell tumors. Gestational trophoblastic disease and germ cell tumors are 
distinct diseases and are likely to have distinct etiologies and pathologies. 
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The method of Group IV involves the steps of determining the presence or absence of a 
germ cell tumor in a biological sample by measuring the levels of hCG and ITA and determining 
the percentage of hCG that is ITA. However, Group V is distinct in that it employs a different 
method to determine the presence of a germ cell tumor that only entails the measurement of ITA 
in a biological sample. The method of Group VI is distinct in that it is directed to a method of 
monitoring the progression of a germ cell tumor, which involves monitoring the percentage of 
hCG that is ITA in biological samples at different time points. 

Furthermore, searching all of the inventions of Groups I-VI would invoke a burdensome 
search. Although the inventions are classified similarly, classification of subject matter is merely 
one indication of the burdensome nature of the search involved. The literature search, 
particularly relevant in this art, is not coextensive and is much more important in evaluating the 
burden of search. 

Because these inventions are independent or distinct for the reasons given above and the 
inventions require a different field of search (see MPEP § 808.02), restriction for examination 
purposes as indicated is proper. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1 .48(b) and by the fee required under 37 CFR 1 . 17(i). 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Peter J. Reddig whose telephone number is (571) 272-9031. The 
examiner can normally be reached on M-F 8:30 a.m.-5:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Siew can be reached on (571) 272-0787. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Peter J. Reddig Ph.D. 

Examiner 

Art Unit 1642 
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PRIMARY EXAMINER 



